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Summary Statement of Deficiencies

COMPARISON OF TEST RESULTS
CFR(s): 493.1281(a)(c)

(a) If alaboratory performs the same test using different methodologies or
instruments, or performs the same test at multiple testing sites, the laboratory must
have a system that twice a year evaluates and defines the relationship between test
results using the different methodologies, instruments, or testing sites. (c) The
laboratory must document all test result comparison activities.

This STANDARD is not met as evidenced by:

. Based on observation, document review and interview with laboratory personnel, the
laboratory failed to evaluate the relationship between test results obtained from the
Hematology analyzer and a manual testing method at least twice annually. Findings
are asfollows: 1. The laboratory performed Hematology testing as confirmed by the
Genera Supervisor (GS) during atour of the laboratory on 11/08/22, at 12:05 p.m. 2.
A Horiba ABX XL80 hematology analyzer was observed as present and available for
use during the tour. The GS indicated the laboratory performed and reported
automated and manual White Blood Cell differential testing. 3. The following
procedures located in the Murray County Medical Center Policy & Procedures
manual: - Hematology Pentra XL80 CBC with 5 Part Automated Differential -
Manual Differential - Back-up Method Comparison did not include a requirement to
compare automated and manual differential testing twice annually. Twice annual
comparisons of these test methods was not found in laboratory records. The laboratory
was unable to provide comparison records upon request. 4. In an interview on 11/09
122, at 10:30 am., the GS confirmed twice annual comparisons of the automated and
manual White Blood Cell differential testing had not been performed. .



